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July 3,2000 .-

Food and Drug Administration o
Dockets Management Branch (HFA-305) " 9
5630 Fishers Lane, Rm. 1061
Rockville, MD 20857

Re: Docket Nos, 92N-0297 and 88N-0258. Prescription Drug
Marketing Act; Reopening of Administrative Record

Dear Sir/Madam:

On behalf of America's Blood Centers ("ABC") I am submitting the
following comments in response to the Food and Drug Administration's ("FDA's")
notice that it is delaying the effective date and reopening the administrative record
regarding its final rule "Prescription Drug Marketing Act of 1987; Prescription Drug
Amendments of 1992; Policies, Requirements, and Administrative Procedures." 64

Fed. Reg. 67720 (December 3, 1999) (hereinafter the "Final Rule").

ABC is the national association of not-for-profit regional and
community blood programs ("blood centers") that are responsible for collecting
almost half (47 percent) of the nation's volunteer donor blood supply. Founded in
1962, ABC, through its members, is committed to ensuring the optimal supply of
blood, blood components, and blood derivatives, and to fostering the development of
a comprehensive range of the highest quality blood services in communities
nationwide. ABC has been an active participant in FDA's Prescription Drug
Marketing Act of 1987 ("PDMA") rulemaking process and welcomes this opportunity

to again address the status of blpod centers under the Final Rule.
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Rulemaking Docket.! At the hes

definition of a health care entity

Health care entity 1
medical, surgical, o

irt of ABC's objection to the Final Rule is FDA's

means any person that provides diagnostic,
r dental treatment, or chronic rehabilitative

care, but does not include any retail pharmacy or any wholesale
distributor. A person cannot simultaneously be a "health care
entity” and a retail pharmacy or wholesale distributor.

21 C.F.R. § 203.3(q)(emphasis supplied). ABC members fall within this definition to

the extent that they provide diagnostic and therapeutic services to patients,

including for example, disease m

collection and processing, transf

However, blood cen

FDA's final regulations "Guideli
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usion services and intraoperative blood salvage.
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nes for State Licensing of Wholesale Prescription

Drug Distributors." 21 C.F.R. Part 205; 55 Fed. Reg. 38012 (September 14, 1990).

Those regulations implement the provisions of PDMA requiring minimum

standards, terms, and conditions for the licensing by State authorities of persons

who engage in wholesale distribution in interstate commerce of prescription drugs.

21 C.F.R. § 205.2. Although FD:
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The Final Rule's pr
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statutory intent of PDMA. Inde
Representative John Dingell (D.
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Mich.), récognized that FDA's prohibition could
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cs and other individuals with compromised

ed that FDA would address the issue in order to
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final Rule continues the ban against acting both as

a state-licensed wholesale drug distributor and a health care entity.
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n Public Health
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impacted. For example, a 20+ y¢
Center and a hemophilia treatm
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decades old ability of blood cente
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2ar arrangement between the New York Blood
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Regarding their health care entity role, most blood centers provide a
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distributor will have a negative

and products. While the scope o

pconomic impact on the provision of blood services

f health care services currently provided by blood

centers is fairly limited, they are critical to efforts to contain health costs in that

they eliminate the need to dupli
hospitals to extend the same lev
health care services as is curren
expenditures would be required

The current system by which ho

sate such services at multiple locations. In order for
el of medical expertise with respect to blood related
tly provided by blood centers, significant additional
to attract and retain qualified medical personnel.

spitals share the services provided by their

community blood centers represénts a much more cost efficient approach than will

be dictated by FDA's Final Rule

Economic costs associated with the distribution of blood related

products will also be negatively

impacted if blood centers are not able to act both as

health care entities and wholesale distributors. Rather than being able to rely on

the current centralized distribution system, hospitals will be required to maintain

their own inventories and will bear additional storage costs. Moreover, during

periods of shortage of blood relaf

ed products, hoarding by individual hospitals will

likely occur. Such practices result in artificially inflated prices and will likely leave

some hospitals without necessary product. In contrast, the current distribution

system, which relies on a centra

lized blood center serving more than a single

community hospital, ensures that product distribution is achieved in a fair and

efficient manner, and provides an objective mechanism for redistribution on an as

needed basis during times of shc
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Conclusion

As described above
the current distribution and sha
their community blood centers w
act as both health care entities a
blood centers to eliminate one or
change their business structure,
not to prohibit blood centers fron

wholesale drug distributors. Fozu

the multiple advantages currently associated with
red service arrangements between hospitals and

ill be lost if blood centers are denied the ability to
nd wholesale distributors. Rather than forcihg

the other bof such functions, or fundamentally

ABC requests that FDA revise the Final Rule so as
n simultaneously acting as health care entities and

cing blood centers to make a Hobson's choice

between these two important roles ymay disrupt a valuable source of products and/or

services, without any correspond
of such an outcome, ABC urges
dual functions of community blo¢

the communities they serve.

Attachments
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.ing public health, economic or other benefit. In lieu
"DA to revise the Final Rule to accommodate the

bd centers and the important public health needs of

Sincerely,

-

Jim MacPherson
Executive Director, ABC




